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APFiDAyrr 

dedave as follows. 



1/ T ^o. « pT'^rii;^'"^'''^*^ ^i>^</>fine ^cseon practidng at tha Wfiftlay Itep^odtirtive 
Ktedidne & Gvnaeoolofr jcal Saroaev Unit a» d I have had ^ears experience in the 
piooedures iwolved in the removal of oocytes tax in vitio fertxlizaHon (IVF) pvocedures. 

1/ I have been supplied tviih a copy of Unitsed States Patent No. 4^,420 in the name of 
Splnosa and Spxnosa (Spinosa) and a copy of US Patent Application Serial No. 10/816^288 in 
thenameof Jiuc^er (Jun|;er>. I understand that Junger is under exaznination in the United 
States F&fent and Trade Vlaik OfSce and that Spinosaetal has been iit«d against it 

3/ I have been asked to comment on whether the device depicfed by S^inofia is similar to 

ttie device d??r^^*^ r^jjnmA m am^ ^h^f r H^^ fipfnnfia dfmc^ could be Mfled far 

IVF procedures 

4/ From my review of Spinosa I note that the specification discloses a pulverising device 
for removal of tissue from a htunan or animal body and more particularly for the r^noval of 
tmwwted tissue from tha e^e by a process ^es^^n^d as microchipping. For lhis.p3roce$9 
Spznoea describea a dev>:e whirfi has a sealed body with a probe connected to an ulfiraMnic . 
vibrator. The probe is vfljrated at an amplitude sufficient to pulverize tissue to be removed so 
that it carL be aspirated a s a pulp. In some embodiments the prohe has a Uunlr tip wi& a sxde 
port (Figure 4) or a front port (Figure 5) or a sharpened probe (Figure 1). 
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5/ Ialsoob%iarvc£ifX>aimyrGrv^iew gf SpinosailLa^ 

a$9cmbled or dismantled b y a user. The device has ficalu^ ring on its handle pordon which engago^ 
into a gioav<& ID the probe x> provide sealiiig for aapirajcion. Th^ 
emble a vi^er to achi£fve sepvation of the parc$. 

6/ The process of cocjies removal from a fesnate patient is an extremely deUcate 
c^petntion involving plaxementof 9 long needle into an ovary of Hie pafientund^xdlxasaaic 
guidance. In one aspirat k>n system a doidale lumen needle is used as illustrated in Junger. 
Junger discusses ffaa alte rnative and double needle systems on page Z 

7/ In the double It^men needle system depicted in Junger^ fiush^ 
throug}i ^ lumen between the inner aitd outer needles md aspiration is provided thvougH 
inner needle. 

8 / The process of o ocyte extraction involves puncturing a follicle of the ovary of the 
patknttoievealttieooCiiesifvi^thintvi&M^ Aspiration is nxsed to 

ejctracl oocytes aloing will fluid wiAinfhefo^^ Fhishbig fluid b then added and 
aspiration is again used to extract any furdier oocytes. 

9/ Hie essence of le process of oocyte extraction £s t&at it is a very deticate opevaction. 
Oocytes have a gel coatr'tg and this should not be damag^ in the The 
device cSactosed in Spm«>sa is not in any way adapted for or constructed in a way which 
would enable it to be us<jd aji a device for aspiration of oocytes. A reproductive medidne 
surgeon would not be alJe to xise ttie device of Spinosa for tliis purpose and would not 
understand that such a c .evace as being ^uivalent to tfaat of Junger. 

10/ I make this stateaientbacau5eofthr^znainpoint» as discussed 

11/ The probe of Si»nDsa isru>taneedleinthegeneraUy tunderstood meaning of ti:^ term 
and could not be used fcr oocj'te extraction. 

12/ The ulizasonic v bration facility of S^inosa would be contraindicafced for use in IVP 
tmtment as it may fermbiially dfptnage an oocyte 

13/ There is a significant advantage in being able to disassemble a device before a 
procedure to ensure it is entirety dean and during a procedojre Sf tissue is caught in on6 of *e 
lumens. The Junger device includes a connector to etvable separation but the %)inflsa device 
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has no snfih airskngeahCDt 

14/ For aH of tbese i easora i tiiink that a reproductive medicine surgeon would not be 
taught how to construct a double lumen a^pir^ixon apparatus for oocytes extraction from 
Spino$a. 

AND I MAKE this AfiOdavit conscientiously believing sane to be trae and coTrect in every 
particular. AU statements made of my own Icnowle^ ar^ 
on mfonnation and belief 2Lie beHetred to be true. 



Signed 
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